LAPEZIL
Donepezil 5 mg and 10 mg Tablets

BACKGROUND:
Ÿ Alzheimer's disease is the most common cause of demen a. The word demen a describes a set of symptoms that
can include memory loss and diﬃcul es with thinking, problem-solving or language. These symptoms occur when
the brain is damaged by certain diseases, including Alzheimer's disease.
Ÿ Alzheimer's disease, named a er the doctor who ﬁrst described it (Alois Alzheimer), is a physical disease that aﬀects
the brain. During the course of the disease, proteins build up in the brain to form structures called 'plaques' and
'tangles'. This leads to the loss of connec ons between nerve cells, and eventually to the death of nerve cells and loss
of brain ssue. People with Alzheimer's also have a shortage of some important chemicals in their brain. These
chemical messengers help to transmit signals around the brain.
Ÿ When there is a shortage of them, the signals are not transmi ed as eﬀec vely.
Ÿ Alzheimer's is a progressive disease. This means that gradually, over me, more parts of the brain are damaged. As
this happens, more symptoms develop. They also become more severe. ¹

PREVALENCE:
Ÿ Alzheimer's disease is the 6 leading cause of DEATH in the United states.
Ÿ Worldwide, 47.5 million people have demen a and there are 7.7 million new cases every year.²
Ÿ Alzheimer's disease is the most common cause of demen a and may contribute to 60–70% of cases.
Ÿ 1 in 3 seniors dies with Alzheimer’s or another demen a.
Ÿ Among people age 70, 60% of those with Alzheimer’s are expected to die before age 80 compared with 30% of those
without Alzheimer’s.

ESTIMATED GROWTH OF DEMENTIA:
The number of people with demen a will roughly double every 20 years, with the biggest increase in developing countries.

EAST ASIA
225.4 M

Population
Aged - 60
Years in 2010

2010 4.4 M
2030 7.1 M
2050 11.0 M

EUROPE
160.2 M

2010 6.7 M
2030 17.9 M
2050 30.8 M

2010 10.0 M
2030 14.0 M
2050 19.7 M

Population with
demention

SOUTH &
SOUTH EAST ASIA
175.8 M

AFRICA
72 M

2010 7.0 M
2030 14.5 M
2050 23.2 M

2010 1.9 M
2030 3.9 M
2050 8.7 M

CENTRAL &
SOUTH
AMERICA
57 M

2010 3.4 M
2030 7.7 M
2050 18.1 M

AUSTRALIA
& OCEANIA
5.3 M

2010
2030
2050

0.3 M
0.6 M
0.9 M

Reference: 1 Alzheimer's Associa on
2 WHO Fact sheet

NORTH
AMERICA
63.7 M

CLINICAL EFFECTIVENESS:
As per American Journal of Alzheimer's disease & other Demen as; 2009
A 24-week, randomized, parallel-group, double-blind placebo-controlled study conducted to evaluate the eﬃcacy and
tolerability of donepezil in severe Alzheimer's disease (AD).

RESULTS:
Ÿ Donepezil 5 mg/day and 10 mg/day were signiﬁcantly superior to placebo on the SIB, with a least-squares mean
treatment diﬀerence of 6.7 and 9.0, respec vely (p < 0.001 compared with placebo).
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Ÿ CIBIC-plus analyses showed signiﬁcant diﬀerences in favor of Donepezil 10 mg/day over placebo at endpoint (p =
0.003).
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Figure: Japanese study. A, Eﬀect of donepezil treatment on Severe Impairment Ba ery (SIB) scores; error bars represent
SE of the mean; data are for observed cases at weeks 8, 16, and 24, and for the FAS popula on at end point (LOCF); *P <
.001 versus placebo. B, Eﬀect of donepezil treatment on Clinician's Interview-Based Impression of Change-plus caregiver
interview (CIBIC-plus) scores (3-category collapsed analysis). FAS-LOCF - full analysis set-last observa on carried
forward; ITT - intent to treat.

CONCLUSION:
Ÿ Donepezil has strong eﬃcacy data in AD from the mild to the severe stage and has been shown to be eﬀec ve for
trea ng all domains of AD.
Ÿ Donepezil has consistent data throughout the AD spectrum from pa ents with mild AD through to severe AD, even
when ini ated in severe AD.
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INDICATION:
LAPEZIL is an acetylcholinesterase inhibitor indicated for the treatment of demen a of the Alzheimer's type. LAPEZIL is
eﬀec ve in pa ents with mild, moderate, and severe Alzheimer's disease.

COMPOSITION:
Donepezil Hydrochloride: 5 mg & 10 mg

MECHANISM OF ACTION:
LAPEZIL (donepezil hydrochloride) is a reversible inhibitor of the enzyme acetylcholinesterase, known chemically as (±)2, 3-dihydro-5, 6-dimethoxy 2-[[1-(phenylmethyl)-4-piperidinyl] methyl]-1H-inden-1-one hydrochloride.
Recent theories on the pathogenesis of the cogni ve signs and symptoms of Alzheimer's disease a ribute some of them
to a deﬁciency of cholinergic neurotransmission. It is suggested that Donepezil hydrochloride, exert its therapeu c eﬀect
by enhancing cholinergic func on. This is accomplished by increasing the concentra on of acetylcholine through
reversible inhibi on of its hydrolysis by acetylcholinesterase. There is no evidence that donepezil alters the course of the
underlying demen ng process.

DOSAGE:
Mild to Moderate Alzheimer's disease: The dosages of LAPEZIL are 5 mg and 10 mg administered once per day.
Moderate to Severe Alzheimer's disease: LAPEZIL has been shown to be eﬀec ve in Moderate to Severe Alzheimer's
Disease at doses of 10 mg administered once daily.

ADMINISTRATION:
LAPEZIL should be taken in the evening, just prior to re ring.
LAPEZIL can be taken with or without food.
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